
United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 

Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 223 1 3-1 450 
www.uspto.gov 



APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



| ATTORNEY DOCKET NO."" CONFIRMATION NO. 



10/004,860 



22195 



12/07/2001 



Paul Young 



PZ007G62YP1D1 



8803 



7590 



12/12/2003 

HUMAN GENOME SCIENCES INC 
9410 KEY WEST AVENUE 
ROCKVILLE, MD 20850 



EXAMINER 



WAX, ROBERT A 



ART UNIT 



PAPER NUMBER 



1653 

DATE MAILED: 12/12/2003 



Please find below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 10/03) 



Office Actinn Summary/ 


Application No. 

10/004,860 


Applicants) 

YOUNG ET AL 


Examiner 

Robert A. Wax 


Art Unit 

1653 





Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U S C § 133) 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed may reduce anv 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1)1X1 Responsive to communication(s) filed on 07 December 2001 . 
2a)Q This action is FINAL. 2b)l3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) KI Claim(s) 1-52 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) KI Claim(s) 1-52 is/are rejected. 

7) Q Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
Priority under 35 U.S.C. §§ 119 and 120 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f) 

a)0 All b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. , 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 1 7.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

13) 13 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application) 

since a specific reference was included in the first sentence of the specification or in an Application Data Sheet 
37 CFR 1.78. 

a) □ The translation of the foreign language provisional application has been received. 

14) Q Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 since a specific 

reference was included in the first sentence of the specification or in an Application Data Sheet. 37 CFR 1 .78. 

Attachment(s) 

1 ) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-152) 

3) Information Disclosure Statement(s) (PTO-1449) Paper No(s) 20011207 . 6) □ Other: 
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DETAILED ACTION 

Information Disclosure Statement 

1 . The information disclosure statement filed December 7, 2001 has been 
considered. Please see the attached initialed PTO-1449. 

Claim Rejections - 35 USC § 112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claims 6, 12, 17, 22, 27, 32, 37, 42, 47 and 52 are rejected under 35 U.S.C. 112, 
second paragraph, as being indefinite for failing to particularly point out and distinctly 
claim the subject matter which applicant regards as the invention. 

These claims contain the phrase, "expressing the protein of claim x by a cell." 
This is indefinite since proteins are not expressed. Amendment to substitute language 
such as, "expressing a polynucleotide encoding the protein of claim x in a cell" would 
overcome this rejection. 

4. Claims 13-32 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
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one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

These claims are directed to a genus of proteins that are 90% identical or 95% 
identical to SEQ ID No: 310 or some portion thereof or the polypeptide encoded by the 
HEMAE80 cDNA contained in ATCC Deposit No. 97975 or some portion thereof. 

The specification does not contain any disclosure of the function of all proteins 
that are 90% identical or 95% identical to SEQ ID No: 310 or some portion thereof or 
the polypeptide encoded by the HEMAE80 cDNA contained in ATCC Deposit No. 97975 
or some portion thereof. The genus of proteins that comprise these above protein 
molecules is a large variable genus with the potentiality of possessing many different 
functions. Therefore, many functionally unrelated proteins are encompassed within the 
scope of these claims, including partial protein sequences. The specification discloses 
only a single species of the claimed genus, which is insufficient to put one of skill in the 
art in possession of the attributes and features of all species within the claimed genus. 
Therefore, one skilled in the art cannot reasonably conclude that the applicant had 
possession of the claimed invention at the time the instant application was filed. 

In addition, those claims reciting a protein 90% identical or 95% identical to the 
polypeptide encoded by the HEMAE80 cDNA contained in ATCC Deposit No. 97975 or 
some portion thereof lack teaching of the structures. The specification teaches the 
structure of only a single representative species of such proteins, i.e., SEQ ID No: 310. 
Moreover, the specification fails to describe any other representative species by any 
identifying characteristics or properties, or indeed, any functionality. Given this lack of 
description of representative species encompassed by the genus of the claims, the 
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specification fails to sufficiently describe the claimed invention in such full, clear, 
concise, and exact terms that a skilled artisan would recognize that applicants were in 
possession of the claimed invention. 

Claim Rejections - 35 USC § 101 

5. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

6. Claims 1-52 are rejected under 35 U.S.C. 101 because the claimed invention is 
not supported by either a specific and substantial asserted utility or a well established 
utility. 

The only disclosure of this invention is on pp 98-99 and consists of potential uses 
for the protein. The gene seems to be expressed primarily in fetal liver and fetal spleen 
and many conclusions of utilities are drawn from this fact. However, the location of 
expression of the gene is not enough to establish a specific and substantial utility. For 
example, page 99, lines 21-22 state that the protein may be involved in apoptosis or 
tissue differentiation and could be useful in cancer therapy. While this may be true, it 
does not constitute a specific utility since there are so many types of cancer. 

7. Claims 1-52 are also rejected under 35 U.S.C. 112, first paragraph. Specifically, 
since the claimed invention is not supported by either a specific and substantial 
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asserted utility or a well established utility for the reasons set forth above, one skilled in 
the art clearly would not know how to use the claimed invention. 

Conclusion 

8. No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Robert A. Wax whose telephone number is (703) 308- 
4471 . The examiner can normally be reached on Monday - Friday, 9:00 - 5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher S. F. Low can be reached on (703) 308-2923. The fax phone 
number for the organization where this application or proceeding is assigned is (703) 
872-9306. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (703) 308- 
1235. 




Robert A. Wax 
Primary Examiner 
Art Unit 1653 



